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pharmaceutically\ effective amount of] microparticles 
sized such that a\ least 50% of the microparticles are 
less than 5 urn, th\ microparticles comprising the at 
least one antigen ent\a^ed or encapsulated by [a] the 
biodegradable po]> 

combining a pharmaceutical ! y\ effective amount of said 

microparticles with a phar m aceutical lv acceptable carrier 

to provide said vacci ne formulation for oral 

admin istration -. . _ 

Claim 2^1ine l^change "vaccine formulation" to —method--. 
3. (Amended) The [ vacc\ne\f ormulation] method of Claim 1, 
wherein the biodegradable poiynA/ comprises a copolymer of lactic 
acid or an enantiomer of la rA akid with [and] glycolic acid or 

[enantiomers thereof] an enantiomer of glyc olic acid. 

Claim 5 y line 1, change "vaccine formulation" to --method—. 
Claim i, line 1, change "vaccine formulation" to --method—. 
7^ (Amended) a m»i-h>> ri for producing a vaccine formulation 
for oral administration,, said ntethod comprising!. 

coacervating at least one a n tWn with a biodegradable polymer 
to provide [a pharmaceutic^ acceptable carrier and a 
pharmaceutical^ ef f^iv^mpuntNof ] nanoparticles sized 
such that at least 50% the nanoparticles are less than 
600nm, the nanoparticles \ompri\ing the at least one 
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antigen entrapped or encapsulated by [a] the 
biodegradable polyrrtteri^and 

combining a pharmaceutica l 1\K effective amount of said 

nanooarticles with\a pharmaceutics 1 lv acceptable carrier 

to provide said x vaccine f ormulation for oral 

administration . 

Claim 8, line 1, change "vaccine formulation" to --method--. 
9. The [vaccine f ornujlatib^J method of Claim 7 , wherein the 
biodegradable polymer comp^isc^/a copolymer of lactic acid or an 
enantiomer of lactic acid witb^ anXl glycolic acid or [enantiomers 
thereof] an enantiomer of alvcoliK acid. 



Claim /l^/line 1, change "vaccine formulation" to --method—. 
Claim 12, line 1, change "vaccine formulation" to —method—. 
13. (Amended) A method of inducing a protective immune 
response against B. pertussis, comprising orally administering to 
a subject a pharmaceutically\ef^ective amount of microparticles 
s zed such that t1 | s ,5 0 f/khe iHcroparticles are less than 5 
um, the microparticles compiling a\least one B. pertussis antigen 
selected from the group consist^ 



of 



Viactivated pertu ssis toxin 

X 

(PTdL filmentous hemaalutinin [FHAJ and pertactin, entrapped or 



encapsulated by a biode gradable polymer 

15. (Amended) The method\of Claim 13, wherein the 
biodegradable polymer comprises a cop'Klymer of lactic acid or an 
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enantiomer of lactic acid with [and] glycolic acid or [and 
enantiomers thereof] or an enantiomer of glycolic acid and wherein 
the microparticles We formed using a solvent evaporation method. 

16. (Amended) Vhe method of Claim 13, wherein the at least 
one B. pertussis antigten [is selected from the group consisting of] 
comprises inactivated Vertussis toxin (PTd)[,] and filmentous 
hemaglutinin (FHA) [, pfertactin and fimbrae and combinations 

thereof] . \ 

17. (Amended) A method of inducing a protective immune 
response against B. pertusS^s, comprising orally administering to 
a subject a pharmaceutical! Aef f ective amount of nanoparticles 
sized such that at\east 5/0% \f\the nanoparticles are less than 
600nm, the nanopartic\e/ comprising at least one B. pertussis 
antigen selected from theXoroup consisting of inactivated pertussis 
toxin (PTdK filmentous hemaglutinifa (FHA) a nd pertactin, entrapped 
or encapsulated by a biodegradable polymer. . _ 

19. (Amended) The method ot Claim 17, wherein the 
biodegradable polymer comprises a copolymer of lactic acid or an 
enantiomer of lactic acid with [and] glycolic acid or [enantiomers 
thereof] an enantiomer of glycol ic Vcid and wherein the 
nanoparticles are formed using a coacervati^on method. 

20. (Amended) The method of Claim 17, Wherein the at least 
one B. pertussis antigen [is selected from the Vtroup consisting of] 
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